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A request for continued examination under 37 CFR 1.114, including the fee set forth in 
37 CFR 1 .17(e), was filed in this application after final rejection. Since this application is 
eligible for continued examination under 37 CFR 1.114, and the fee set forth in 37 CFR 1.17(e) 
has been timely paid, the finality of the previous Office action has been withdrawn pursuant to 
37 CFR 1.1 14. Applicant's submission filed on April 16, 2008 has been entered. 

Applicant has sworn an affidavit under 37 C.F.R. 1.132, which will be analyzed here. 
Affiant first states, after noting that the Affidavit is in response to the office action of April 11, 
2007, that affiant reiterates the statements and arguments made in the previous affidavit under 37 
C.F.R. 1.132, executed January 10, 2007. This is noted, and the examiner's responses and 
rebuttals of the arguments made therein, as more fully set forth in the office action mailed April 
11, 2007, are hereby incorporated by reference herein in response. 

In paragraph 3, affiant states, that affiant is a board certified Ophthalmologist with 17 
years experience; has performed thousands of surgeries; and is familiar with devices such as 
those in the applied art. It is also noted that affiant makes reference to the experience of others, 
who are not signatories to the affidavit. As such, the opinions of these others are of little 
moment. 

Affiant then asserts, in paragraph 4, that affiant and staff members meet regylarly to 
discuss patient outcomes. And in paragraph 5 asserts that the examiner has expressed skepticism 
that prior art devices using annular vacuum rings "such as described in Hellenkamp" cause 
complications in patients undergoing LASIK. Affiant also noted that the descriptions are not 
speculative, but are the subject of growing concern. 
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The examiner has already pointed out that the description affiant has put forth regarding 
annular vacuum rings "such as described in Hellenkamp" appear to be addressing devices of the 
type illustrated in Figure 1 of Hellenkamp. Affiant has not denied this assertion. The examiner 
respectfully requests that affiant clarify by explicit statement that the statements sworn to with 
regard to experience in the field with, and problems observed from the use of a fixation ring of 
the type illustrated in Figures 4 and 5 of Hellenkamp in order to clarify the issues and forward 
the prosecution of the instant application. Until that time, Affiant's continued vagueness on this 
point, absent a contradiction of the examiners clearly stated assumption, must be construed as 
indicating that the examiner's assumption is correct: that Affiant is addressing the use of suction 
rings of the ype illustrated in Figures 1 and 2 of Hellenkamp in the instant (and prior) Affidavit. 

In paragraph 6, Affiant discusses the Article attached as exhibit 1 , noting that the 
conclusion of this article is that high vacuum settings can cause problems in posterior structures. 
While this information is interesting, it is immaterial to the claimed invention, which nowhere 
recites a vacuum source, let alone particular settings thereof The issue regarding the precise 
nature of the suction rings "based on Hellenkamp" is also a problem here. 

In paragraph 7, Affiant discusses the article attached as exhibit 2, which again deals with 
harm to the eye caused by the application of vacuum using suction rings. Again, while this 
information is interesting, it is immaterial to the claimed invention, which nowhere recites a 
vacuum source, let alone particular settings thereof. 

In paragraph 8, Affiant discusses the article attached as exhibit 3, which again deals with 
harm to the eye caused by the application of vacuum using suction rings. Again, while this 
information is interesting, it is immaterial to the claimed invention, which nowhere recites a 
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vacuum source, let alone particular settings thereof. Affiant expresses the "belief that the 
displacemeny of the sclera into the high chamber of the suction ring is the problem. There is no 
addressing the fact that the insert of Hellenkamp, as illustrated in Figure 4 thereof, which clearly 
reduces the height to which the sclera can be drawn (by virtue of taking up some of the space in 
the suction ring), may also alleviate this problem, nor is there any discussion whatsoever of the 
membrane of L'Esperance, which would clearly prevent the scleral displacement asserted as the 
cause of the problem. 

In paragraph 9, Affiant discusses the article attached as exhibit 4, which again deals with 
harm to the eye caused by the application of vacuum using suction rings. Again, while this 
information is interesting, it is immaterial to the claimed invention, which nowhere recites a 
vacuum source, let alone particular settings thereof. 

In paragraph 10, Affiant discusses the article attached as exhibit 5, which again deals 
with harm to the eye caused by the application of vacuum using suction rings. Again, while this 
information is interesting, it is immaterial to the claimed invention, which nowhere recites a 
vacuum source, let alone particular settings thereof. 

In paragraph 11, Affiant discusses the article attached as exhibit 6, which again deals 
with harm to the eye caused by the application of vacuum using suction rings. Again, while this 
information is interesting, it is immaterial to the claimed invention, which nowhere recites a 
vacuum source, let alone particular settings thereof. 

In paragraph 12, Affiant asserts that the attached exhibits "as a whole demonstrate that 
the existing industry suction rings, which are essentially versions of the Hellenkamp and 
Curtin/Clark, are known to be problematic in :LASIK procedures" (emphasis added). This 
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assertion is simple speculation (albeit not without evidence), regarding the source of the 
problem, and still does not address the exact ring design disclosed by Hellenkamp, as already 
stated above. Further, this completely ignores the teachings of L'Esperance, as discussed 
previously. 

In paragraph 13, Affiant discusses the L'Esperance suction ring. Affiant asserts the 
opinion that such a device would not work. However, there are no tests or other evidence on 
which this assertion is based. Apparently the small holes of Affiant's device do not have this 
problem, what if the membrane of L'Esperance were desoigned to have an average pore size near 
that of the holes of the holes of the instant device, which are apparently immune to this 
deficiency. 

In paragraph 14 Affiant addresses the examiner's perceived "skepticism" regarding "high 
profile" as contrasted with "low profile" suction rings.. The examiner has not intended to 
indicate skepticism, so much as confusion. The term "low profile" appears only twice int eh 
originally filed disclosure, and there is no real definition associated therewith. As such the 
portion of the membrane of L'Esperance that protrudes beyond the border of the metallic portion 
of the suction ring, could be considered a "low profile" portion of that suction ring. Further, as 
there is not real definition of this term set forth, the ring of Helenkamp, which according to the 
illustration thereof rests low down on the eye, could be considered "low profile". Essentially, the 
disclosure was drafted with little emphasis or description of this feature. Attempts to base 
patentability on a structure so treated are genrally problematic, as exactly what they are and what 
does not fall under the definition of such minimally mentioned structures is open to much debate. 



Application/Control Number: 10/608,408 Page 6 

Art Unit: 3735 

In paragraph 15, Affiant discusses the utility of "low profile" suction rings, asserting that 
the "low profile" is achieved via the criss-cross channels. While whatever is encompassed by the 
term "low profile" suction rings may have such advantages, it is not clear that the ringsof the 
prior art do not fall into this category.. 

In paragraph 16, Affiant describes hypothetical problems which are theorized to occur 
with the prior art rings. As there is no evidence per se regarding such problems, their 
complcations, or their resolutions, this paragraph is merely conclusory. 

In paragraph 17, Affiant discusses the articles attached as exhibits 1-6, which again deals 
with harm to the eye caused by the application of vacuum using suction rings. Again, while this 
information is interesting, it is immaterial to the claimed invention, which nowhere recites a 
vacuum source, let alone particular settings thereof. 

In paragraph 18, Affiant asserts that the instant device "tyeaches an oppositre approach - 
to improve accuracy of flap cuts and corneal shaping by minimizing vacuum fixation and flap 
cutting portion of the procedure". However, as the originally filed disclosure makes no mention 
whatsoever of flaps, this assertion is not convincing. 

Turning to the remarks, applicant asserts that convex and concave can mean the same 
thing. This is not convincing, as the terms are antonyms, and applicant has provided no 
definition in the originally filed disclosure to assert that the terms should be construed with their 
opposite meanings. 

Applicant argues that "clearly applicant is not claiming that the entire device fits under 
the patient's eyelid". The examiner must respectfully disagree. It is far from clear what is meant 
by this term. It is only mentioned in the originally filed disclosure twivce nad in neither case is 



Application/Control Number: 10/608,408 Page 7 

Art Unit: 3735 

any particular portion of the device recited as having this property, the entire suction ring ios 
referred toi as "low profile". Thus this argument is not convincing. 

With regard to the art rejections, applicant argues that the examiner has npt provided 
motivation to combine the references. The examiner must respectfully disagree. Motivation is 
clearly provided at the last sentence of the rejection. Applicant requests an affidavit regarding 
the official notice. Is the examiner to understand the applicant, an accomplished eye surgeon 
with 17 years experience and thousands of LASIK procedures, is unware of the fact that, and 
requesting official notice for the fact that centration of the suction ring is critical to the proper 
outcome of a LASIK procedure? If so, the examiner so swears. 

With regard to the use of single references under 35 U.S.C. 103(a). the examiner notes 
that the originally filed disclosure specifically states that "criss-crossing channels 16 can be 
configured in many different ways to create a substantially uniform pressure differential across 
the contact portion 14 in relation to the eye globe. . .so long as the configuration allows the 
pressure differential to be spread substantially uniform across the contact portion in relation to 
the eye glob.' (sic). Thus clearly, the exact configuration of the channels is not critical, this fact 
is expressly asserted in the originally filed disclosure. In such a case, it is not incumbent upon 
the examiner to provide further evidence of the non criticality of this feature, as it is expressly set 
forth in the originally filed disclosure. 

With regard to the various affidavits, the experience of the staff of Affiant is not at issue. 
It is the agreement with the statements of non-signatories, who, for the record, are nto even 
averred by affiant to have even read, let alone concurred with such opinions. 
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With regard to the vacuum ring of Hellenkamp, and exactly which ring is being 
referred to in the affidavit, it is curious that applicant's representative would go to such lengths 
to assure the examiner that it is the inventive ring of Hellenkamp that is referred to in the various 
Affidavits, while neither of the Affidavits themselves make any reference to any particular 
version of the ring which is being referred to. Thus until such time as aJAffiant sees fit to 
expressly state on the record that rings with the pressure equalizing insert of Hellenkamp are 
routinely used and subject to the problems discussed int eh affidavit, arguments by councle alone 
are not convincing. 

With regard to the structures of L'Esperance and Hellenkamp including a "vacuum 
annulus" the examiner notes that the defining the space above the membrane of L'Esperance as 
the "vacuum annulus" does not coincide witht eh problem of having the scleral tissue drawn 
thereinto, as this would be prevented by the membrane. With regard to Hellenkamp, as set forth 
above, the insert of Hellencamp would clearly reduce the maount of deformation that occurs. 

The remainder of applicant's arguments are drawn to aspects of the instant Affidavit 
which have been addressed above. These arguments are not convincing for the reasons set forth 
above. 

The text of those sections of Title 35, U.S. Code not included in this action can be found 
in a prior Office action. 

The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly claiming the 
subject matter which the applicant regards as his invention. 
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Claims 1-22 are rejected under 35 U.S.C. 1 12, second paragraph, as being indefinite for 
failing to particularly point out and distinctly claim the subject matter which applicant regards as 
the invention. 

Where applicant acts as his or her own lexicographer to specifically define a term of a 
claim contrary to its ordinary meaning, the written description must clearly redefine the claim 
term and set forth the uncommon definition so as to put one reasonably skilled in the art on 
notice that the applicant intended to so redefine the claim term. Process Control Corp. v. 
HydReclaim Corp., 190 F.3d 1350, 1357, 52 USPQ2d 1029, 1033 (Fed. Cir. 1999). The term 
"convex" in the claims is apparently used by the claim to mean "having a surface which is 
somehow configured to be inwardly directed", while the accepted meaning is "curved or rounded 
like the exterior of a sphere or circle". The term is indefinite because the specification does not 
clearly redefine this term. Similarly the term "low profile" as used in claim 22 is indefinite, as 
it's meaning is unclear. While the drawings purport to show a "low profile" device, the cross- 
section shown in Figure 4 clearly shows a device, the total height of which is greater than one 
half the diametric extent thereof. This cross section does not show either the X- or Y-translation 
members, which add substantially to the total height of the device. It is unclear how such a 
device can "fit comfortably under the eyelid". Claim 22 is also indefinite because the exact 
meaning of the term "the profile of the eye fixation portion is substantially narrow" is unclear, 
this term lacks positive antecedent basis in the originally filed disclosure. 

Claims 1,11 and 12 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
L'Esperance (EP '127) or Hellenkamp. Both L'Esperance (EP '127) and Hellenkamp teach a 
device and method as claimed except for the criss-cross passages. It would have been obvious to 
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the artisan or ordinary skill to employ criss-cross channels in the devices and methods of 
L'Esperance (EP '127) or Hellenkamp, since this is another configuration that would serve to 
distribute the vacuum force and thus provides no unexpected result, and to discontinue the 
vacuum and reposition the apparatus if it is not centered on the cornea, since proper positioning 
of the corneal flap is critical for refractive surgery, official notice of which is hereby taken, thus 
producing a device and method such as claimed. 

Claims 2 and 13 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
L'Esperance (EP '127) or Hellenkamp as applied to claims 1,11, and 12 above, and further in 
combination with Curtin. Curtin teaches the use of adjustment arms on eye fixation devices. It 
would have been obvious to the artisan of ordinary skill to employ adjustment arms on the 
devices of L'Esperance (EP '127) or Hellenkamp, since these can be used to adjustably position 
the device, which is necessary due to the fact that eyes of different individuals will be in different 
relative locations, thus producing a device and method such as claimed. 

Claims 3/1, 3/2, 4/3/1, 4/3/2, 7/4/3/1, 7/4/3/2, 8/7/4/3/1, 8/7/4/3/2, 14-16, 18, and 19 are 
rejected under 35 U.S.C. 103(a) as being unpatentable over L'Esperance (EP ' 127) or 
Hellenkamp as applied to claims 1,11, and 12 above, and further in combination with Curtin and 
Clark et al. Curtin teaches the use of translation rods and adjustment knobs to allow the 
adjustment in 3 dimensions of an ophthalmic surgical instrument. Clark et al teach employing 
X- and Y-axis adjustment mechanisms on eye fixation devices. It would have been obvious to 
the artisan of ordinary skill to employ the X- and Y-axis adjustment mechanisms on the devices 
of L'Esperance (EP '127) or Hellenkamp, since these can be used to position the device, or 
alternatively to employ the modified tissue/vacuum interface of L'Esperance (EP '127) or 
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Hellenkamp in the device of Clark et al, since Clark et al provide no details of this aspect of the 
device, and in either case to provide the adjustment knob and rod configurations disclosed by 
Curtin, since Clark provides no details of the manner in which the translational adjustment is 
effected, thus producing a device and method such as claimed. 

Claims 5/3/1, 5/3/2, 6/4/3/1, 6/4/3/2, 9/7/4/3/1, 9/7/4/3/2, 10/8/7/4/3/1, 10/8/7/4/3/2, 17, 
and 20-22 are rejected under 35 U.S.C. 103(a) as being unpatentable over L'Esperance (EP ' 127) 
or Hellenkamp in combination with Curtin and Clark et al, as applied to claims 3/1, 3/2, 4/3/1, 
4/3/2, 7/4/3/1, 7/4/3/2, 8/7/4/3/1, 8/7/4/3/2, 14-16, 18, and 19 above, and further in combination 
with Olson et al. Olson et al teach the old and well known mechanical expedient of employing 
set screws to hold two elements in a fixed relation to each other while performing corneal 
surgery. It would have been obvious to the artisan of ordinary skill to employ docking screws, 
since these allow the fixation of devices in the adjustment mechanisms, of the combined devices 
and methods of L'Esperance (EP '127) or Hellenkamp in combination with Curtin and Clark et 
al, since these can be used to fix the devices, relative to each other during coreal surgery, as 
taught by Olson et al, thus producing a device and method such as claimed. 

Applicant's arguments filed April 16, 2008 have been fully considered but they are not 
persuasive. The arguments are not persuasive for the reasons set forth above. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to david shay whose telephone number is (571) 272-4773. The 
examiner can normally be reached on Tuesday through Friday from 6:30 a.m. to 5:00 p.m. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Charles Marmor, II, can be reached on Monday, Tuesday, Wednesday, Thursday, and 
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Friday. The fax phone number for the organization where this application or proceeding is 
assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http ://pair- direct . uspto . gov . Should you have questions on access to the Private 
PAIR system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 

/david shay/ 
Primary Examiner, Art Unit 3735 



